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Summary of 5 10(k) Safety and Effectiveness

Submitted By: Intuitive Spine, LLC
16450-3 S. Tamiami Trail #112
Fort Myers, Florida 33908

Date: July 27, 2011

Contact Person: Jennifer Palinchik
Development and Regulatory Consultant

Contact Telephone: (440) 933-8850

Device Trade Name: DISCOVERY
Device Classification Name: Intervertebral Body Fusion Device with Bone Graft,
Cervical Device Classification: Class II
Reviewing Panel: Orthopedic
Regulation Number: 888.3080
Product Code: ODP
Predicate Device: LDR Spine Cervical Interbody Fusion System (K091088)

Device Description:

The DISCOVERY is a cervical interbertebral body fusion device consisting of teeth on the
inferior and superior surfaces to prevent back out and migration. The profile of the device is
rectangular with a hollow core for bone graft to promote bone integration and fusion between the
endplates. The device is available in various heights accommodate variability among patients
and is manufactured from PEEK Optima® LT I per ASTM F2026 and includes tantalum markers
per ASTM F560.

Indications for Use:

The DISCOVERY is indicated for anterior cervical interbody fusion procedures in skeletally
mature patients with degenerative disc disease (DDD) of the cervical spine with accompanying
radicular symptoms at one level from C2-TI. DDD is defined as discogenic pain with the
degeneration of the disc confirmed by history and radiographic studies. The device system is
designed for use with supplemental fixation and autograft to facilitate fusion and is to be
implanted via an open, anterior approach.

Substantial Equivalence Information:

The design features, material, and indications for use of the DISCOVERY device are
substantially equivalent to the predicate device listed above. The safety and effectiveness is
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adequately supported by the substantial equivalence', material information, and analysis data
provided within this Premarket Notification.

Summary of Non-Clinical Test:

The following mechanical testing was performed per ASTM F2077 and F2267 to demonstrate
substantial equivalence of the subject device to the predicate device: Static Compression,
Dynamic Compression, Static Torsion, Dynamic Torsion, Subsidence, and Expulsion. The
device functioned as intended and the performance results show that the DISCOVERY is
substantially equivalent to the predicate device.



DEPARTMENT OF HEALTH & HUMAN SERVICES l'L11CI l~l-h~ SCIVICC

Food( anI tICKI [)dtiL \I1C n tion

0903 Nc'" E-[:ntpshlr ACiiuc
I ocument Control Room -WV066009
SilI "C Sprig. MD 120993-0002

Intuitive cSpine. LLC
I N gU PrOClIodCts CompIan1y/ RP±N4

Ms. Jennifer P'al inchik
33490 Pin Oak Parkxvav
Avon l..ake, Ohio 44012

Re: K1 11484
TFrade/Device Name: DISCOVERY Cervical Cage
Ren ulation Number: 2 1 JIR 888.3080
Renulation Name: Intervertebral body fusion device
Regulatory Class: Class HI
P~roduct Code: ODP
Dated: September 27, 2Q11
Received: September-27,2Gll

Dear Ms. P'al inchi k:

We have re\iewed your Section 5 1 0(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for' use stated in [the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976. the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, DrUg,and Cosmetic Act (Act) that do not require approval of a premarket approval application (lI MA).
You may. therefore, market the device. subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annul~al registration, listing of
devices, good manualcturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDR-l does not evaluate information related to contract liability
xvaranties. We remind you; however, thai device labeling Must be truthful and not misleading.

If your1 device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA), it
may be Subject to additional controls. E-xisting major regulations afflecting your device can be
found inl the Code of Federal Regulations, TIi tle 2 1, P~arts 800 to 898. In adclitio n, FDA may
publish fur11ther1 anniouncemlents concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence (determi nation does not meanl
that FDA has made a deter mination that your device cornplies xvi th other requirements of the Act
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or any Federial stattites and regu'Llations admninistered byN other F~eeal agencies. YOU ma)Lst
comlply with all the Act's requiremnents. including, but not limited to: rcuistration and listing (2 1
CF R Part 807); labeling, (2 I C FR P'art 80 t); medical devi ce reporting (reporting of medical
device-related adverse evenms) (2 1 C-R 803);, goo0d mnanufalcturing prlactiCCc r ereents as set
for rth in the CI uali tV systemns (QS) regulation (2 I C FR Part 820); and i fapplicable, the electronic
prod act radiation control provisions (Sections 531 -542 of the Act); 2 I CF R I1000-I1050.

If CICdsil reSpeciflie advice for your1 deCvice Onl our labeling ega aion (2 1 CUR Part 801), p lease
go to huptl://xv\ww%.Icla.uo\v/AbOLtltFDA/Ccinter-sOfflices/CDRPI-l/CDRH10tffices/icmi]l 15809.h-trr for
the Center- for Devices and Radiological Health's (CDRIl's) Officee of Compliance. Also, please
note the reaun'lationl entitled. ''Niisbranrdingl by re ference to premarket notification" (2IC FR Pair
807.97). For qluestions regarding the reporting of adverse events tinder the N'lDR reglation (21
CUR Part 803), please go to
lhttp)://w\w\wx.icla.ciov/McIdicalDe\vices/Safet\,/Reiottallioblemi/dcefauIlt~lti lr or the CDRI-ls Office
of S urVeiIllanlce and Biomletrics/Division of Lcstnarket Surveillance.

You may' obtain other ueneral in formation onl y'our responsibilIi ties under the Act frort the
Division of Soitall NIan ufatureIS rs.International and ConIs ameri Assistance at its toll -free nuamber
(800) 638-2041 or (301) 796-7100 or at its Internet address

Sincerely yourIs,

(fYMark N. Nlelkerson
Director
Division of Surgical, Orthopedic
and Restorative Devices

Office of Device Evaluation
Center for Devices and

Radiological Health

Fnlosure



Indications for Use

51 0(k) Number (if known): j4 4 {

Device Name: DISCOVERY

Indications for Use:

The DISCOVERY is indicated for anterior cervical interbody fusion procedures in skeletally
mature patients with degenerative disc disease (DODD) of the cervical spine with accompanying
radicular symptoms at one level from C2-T1. DDID is defined as discogenic pain with the
degeneration of the disc confirmed by history and radiographic studies. The device system is
designed for use with supplemental fixation and autograft to facilitate fusion and is to be
implanted via an open, anterior approach.

Prescription Use X AND/OR Over-The-Counter Use ____

(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

*Restorative Devices

510(k)Number K111 4&'4


